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890.3750 Mechanical table.

890.3760 Powered table.

890.3790 Cane, crutch, and walker tips and
pads.

890.3800 Motorized three-wheeled vehicle.

890.3825 Mechanical walker.

890.3850 Mechanical wheelchair.

890.3860 Powered wheelchair.

890.3880 Special grade wheelchair.

890.3890 Stair-climbing wheelchair.

890.3900 Standup wheelchair.

890.3910 Wheelchair accessory.

890.3920 Wheelchair component.

890.3930 Wheelchair elevator.

890.3940 Wheelchair platform scale.

Subpart E [Reserved]

Subpart F—Physical Medicine Therapeutic
Devices

890.5050 Daily activity assist device.

890.5100 Immersion hydrobath.

890.5110 Paraffin bath.

890.5125 Nonpowered sitz bath.

890.5150 Powered patient transport.

890.5160 Air-fluidized bed.

890.5170 Powered flotation therapy bed.

890.5180 Manual patient rotation bed.

890.5225 Powered patient rotation bed.

890.5250 Moist steam cabinet.

890.5275 Microwave diathermy.

890.5290 Shortwave diathermy.

890.5300 Ultrasonic diathermy.

890.5350 Exercise component.

890.5360 Measuring exercise equipment.

890.5370 Nonmeasuring exercise equipment.

890.5380 Powered exercise equipment.

890.5410 Powered finger exerciser.

890.5500 Infrared lamp.

890.5525 Iontophoresis device.

890.5575 Powered external limb overload
warning device.

890.5650 Powered inflatable tube massager.

890.5660 Therapeutic massager.

890.5700 Cold pack.

890.5710 Hot or cold disposable pack.

890.5720 Water circulating hot or cold pack.

890.5730 Moist heat pack.

890.5740 Powered heating pad.

890.5765 Pressure-applying device.

890.5850 Powered muscle stimulator.

890.5860 Ultrasound and muscle stimulator.

890.5880 Multi-function physical therapy
table.

890.5900 Powered traction equipment.

890.59256 Traction accessory.

890.5940 Chilling unit.

890.5950 Powered heating unit.

890.5975 Therapeutic vibrator.

AUTHORITY: 21 U.S.C. 351, 360, 360c, 360e,
3603, 371.

SOURCE: 48 FR 53047, Nov. 23, 1983, unless
otherwise noted.

EDITORIAL NOTE: Nomenclature changes to
part 890 appear at 73 FR 35341, June 23, 2008.

§890.3

Subpart A—General Provisions

§890.1 Scope.

(a) This part sets forth the classifica-
tion of physical medicine devices in-
tended for human use that are in com-
mercial distribution.

(b) The identification of a device in a
regulation in this part is not a precise
description of every device that is, or
will be, subject to the regulation. A
manufacturer who submits a pre-
market notification submission for a
device under part 807 may not show
merely that the device is accurately
described by the section title and iden-
tification provisions of a regulation in
this part, but shall state why the de-
vice is substantially equivalent to
other devices, as required by §807.87.

(c) To avoid duplicative listings, a
physical medicine device that has two
or more types of uses (e.g., used both as
a diagnostic device and as a thera-
peutic device) is listed only in one sub-
part.

(d) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21,
unless otherwise noted.

(e) Guidance documents referenced in
this part are available on the Internet
at hitp://www.fda.gov/cdrh/guid-
ance.html.

[62 FR 17741, May 11, 1987, as amended at 73
FR 34860, June 19, 2008]

§890.3 Effective dates of requirement
for premarket approval.

A device included in this part that is
classified into class III (premarket ap-
proval) shall not be commercially dis-
tributed after the date shown in the
regulation classifying the device unless
the manufacturer has an approval
under section 515 of the act (unless an
exemption has been granted under sec-
tion 520(g)(2) of the act). An approval
under section 515 of the act consists of
FDA’s issuance of an order approving
an application of premarket approval
(PMA) for the device or declaring com-
pleted a product development protocol
(PDP) for the device.

(a) Before FDA requires that a device
commercially distributed before the
enactment date of the amendments, or
a device that has been found substan-
tially equivalent to such a device, has

519



		Superintendent of Documents
	2014-08-28T17:19:56-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




